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The jump C TRT is addressed to the adult population with a chronological persistent ringing in
the ears (Tinnitus), who do not need or desire amplification. It may be used for masking tinnitus
as part of tinnitus management program that is prescribed by a licensed hearing healthcare
professional, who is trained in subsequent rehabilitation therapy, or a qualified audiologist,
Therefore it generates a broadband noise with sufficient bandwidth and intensity and is applied
on the ear.

12. Description of Device

The jump C TRT is an analog noise generator that was developed to be used in a tinnitus
retraining therapy. This product has a variable output level and an adjustable low-cut filter for a
custom-tailored noise shape, which fits the individual user. It is housed in a standard housing for
cymba application.

13. Comparison Information to Predicate Device

The jump C TRT is substantially equivalent to the General Hearing Instruments Tranquil Tri OE
(K974751). Both products are analog noisier with no amplification. The jump C TRT differs in
the housing for cymba application and in an additional adjustable low-cut filter, so the product
can be individualized for every user. A detailed comparison is given in the following table_



For use in tinnitus retraining therapy and Mask tiu as par of tinnitu. management
Intended Use also suitable for masking tinnitus as part of prga

tinnitus management programprga

Indications For Use Tinnitus patients without a hearing loss

Adults with tinnitus that are participating in a Adults with tinnitus that are participating in a
Target Population tnnitus management program tinnitus management program

Uses broadband noise; Manages tinnitus
through masking and distraction

Circuit type: Analog
Circuit type: AnalogPrraal: NProgramable: No

Operation Programmable, No Avalble noises; One
Merhanion Available noises: One Volume control; YesMechanism Volume control: YesVolume corntrol: Yes

adjustable low-cut flter Volume Control Range: 40 dB

Volume Control Range: 23 dB

Where Used May be used anywhere

Physical Standard housing for cymba application Custom in-the-ear product
Description

RMS Output Charauteristics:
Maximum OutputMaximum Output ~~~~~~~~~~~RMS Output Characteristics;

Characteristics White noise; 66 dB SPL
frequency range: 200 -6600 HZ H igh-tone noise: 75 dB SPL

PowerSource 'Uses standard 10 A zinc air 1,4V hearing aid
battery

Measurements following ANSI 3,22-2003 to
ensure proper functioning

14. Information required under Title 21, Section 8743400, and not already provided
above

Risks to health

There is no more risk associated with the use of this device than the use of a conventional
hearing aid or tinnitus masker, because the device cannot deliver damaging sound



intensity_ (OSHA Regulations (Standard - 29 CFR 1910.95 Occupational Noise
Exposure))

Hearing Healtbcare Professional Diagnosis

The sale and fitting of the jump C TRT will only be conducted through a Hearing
Healthcare Professional, such as an audiologist, hearing aid specialist or otolaryngologist.

Benefits

Relief of tinnitus symptoms may be provided by the jump C TRT when utilized with
appropriate counselling and tinnitus habituation or masking therapy_

Warnings for Save Use

As this device cannot deliver damaging sound intensity, there is no warning required
about sound output level. General use precautions are given in the User's manual.
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Audifon Hearing Systems
c/o Jane E. Perrone, Vice President of U.S. Operations
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Debary, FL 32713

Re: K083488
Trade/Device Name: jump S TRT, jump S+ TRT, jump CIC TRT, jump C TRT
Regulation Number: 21 CFR 874.3400
Regulation Naune: Tinnitus Masker
Regulatory Class: II
Product Code: KLW
Dated: January 12, 2009
Received: January 14, 2009

Dear Ms. Perrone:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your dev,:e is classified (seeaboq',~e) Mt eiie A/'.:; J.!_ : hlt.:ls)'o'.cls IJ (PMA., ,it.
may be subject to such additional Controls. 'Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device inthe Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as 'described in your Section 5'10(k)
premarket notification. The FDA finding of substantial equivalence of your device to 'a legally
marketed predicate device results in aclassification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR Part '807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at 240-276-3474. 'For questions regarding the reporting of device adverse events
(Medical Device Reporting.(MDR)), please contact the Division of Surveillance Systems at 240-
276,3464. You-may obtain other general! ihnformation on your responsibilities ndet.the Actfr6m
the Division of Small Manufacturers, International and Consumer Assistance at its toll-free
'number (800) 638-2041 or (240).276-3150 or at 'its Internet address
http://www.fda.gov/cdrh/industrv/support/index.html..

Sincerely yours,

Malvin'B.Ilydeiman, M.D.
Director.
Division of Ophthalmic and Ear, Nose

and Throat Devices
Office- of Device Evaluation
Center for Devices and
Radi0logical Health

Enclosure



4. Indications for Use Statement

510(k) Number (if known): K083488

Device Name: audifon jump S TRT

Indications for Use:

The jump S TRT is addressed to the adult population with a chronological persistent ringing in
the ears (Tinnitus), who do not need or desire amplification, It may be used for masking tinnitus
as part of tinnitus management program that is prescribed by a licensed hearing healthcare
professional, who is trained in subsequent rehabilitation therapy, or a qualified audiologist
Therefore it generate~ a broadband ~,oise wi't sauff, , - cagwidth ,nd intzr:sity and is applied

1ti the car.

Prescription Use Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 801 Subpart C)

- ..[E.. .S JN Uf 1 'N ANOTHER P. j--D

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

- d *.~~' 94 Y7 ~ Page 1 of 1
vision Sign-Off).•ision of Ophthalmic and Ear,

Nose and Throat Devices

5 10(k)Number
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4. Indications for Use Statement

510(k) Number (ifknown): K083488

Device Name: audifon jump CIC TRT

Indications for Use:

The jump CIC TRT is addressed to the adult population with a chronological persistent ringing

in the ears (Tinnitus), who do not need or desire amplification. It may be used for masking

tinnitus as part of tinnitus management program that is prescribed by a licensed hearing
healthcare professional, who is trained in subsequent rehabilitation therapy, or a qualified

audiologist. Therefore it generates a broadband noise with s, Mfficient bandwidln ano ,nmensity and

is ap ;ied on the ear.

tio se LD/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRI, Office of Device Evaluation (ODE)

Page 1 of 1

SJ(fig almie and Bat)
oseand Throat ,Devices
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4. Indications for Use Statement

510(k) Number (if known): K083488

Device Name: audifonjump C TRT

Indications for Use:

The jump C TRT is addressed to the adult population with a chronological persistent ringing in
the ears (Tinnitus), who do not need or desire amplification. It may be used for masking tinnitus
as part of tinnitus management program that is prescribed by a licensed hearing healthcare
professional, who is trained in subsequent rehabilitation therapy, or a qualified audiologist
Therefor gen-aies a boad't.an"4 ',oise with suf'-h nt bm,~dwidth and intensift and is applied
or the ea,-

Prescription Use __/_

,Pru .; ~ CFP 'S~: Sul :: 'O) , :i J.~'R7 18u .ubpair C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDE D)

Concurrence of CDRH, Office of Device Evaluation (ODE)

_______ ______Page 
I of 1

.visiion Sign-off)
Division of Ophthalmic and Ear,
Nose and Throat Devices

510(k) Number Rk4>F $/3 ' $
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4. Indications for Use Statement

510(k) Number (if known): K083488

Device Name: audifon jump S+ TRT

Indications for Use:

The jump Si~ TIRT is addressed to the adult population with a chronological persistent ringing in
the ears (Tiniltus), who do not need or desire amplification. It may be used for masking tinnitus
as part of tinnitus management program that is prescribed by a licensed hearing healthcare
professional, who is trained in subsequent rehabilitation therapy, or a qualified audiologist,
Thercf;;ore it generates abrog~dbar!',- i, 'c v T rdit n nesi n sa'Ie

~ ~scxipti- AN LV- Ove~-The-Counter Use____
(Part 21 CFR 801 Sub~part D) AN/R(21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH4, Office of D4 7ce Evaluat'n iE

~~ilon~~lgn~~~ Page I of I
Liivislonl of ophthalmic and Ear,

Nose and Throat Devices

5 10(k) Numnber 0


